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Attn: Section 8(e) Coordinator (CAP Agreement)
Office of Toxic Substances

Ervironmental Protection Agency

401 M Street, S.W.

Washiagton, D.C. 20460

RE: Report Submitted Pursuant to the TSCA Section 8(e) Compliauce
Audit Program

CAP ID NO.: S8ECAP - 0004

RP CAP REPORT NO.: RPS - 0400
Dear Sir/Madam:

On behalf of Rhéne-Poulenc Inc. (RPI, CN5266, Princeton, NJ 08543-5266) and
its subsidiaries, the attached -eport is being submitted to the Environmental
Protection Agency (EPA) pursuant to the Toxic Suustances Control Act (TSCA)
Section 8(e) Compliance Audit Program (CAP Agreement) executed by RPI and
EPA (8ECAP - 0004).

The enclosed report provides information on the following chemical substance:

Chemical Identity: Fluosilicic acid
CAS Registry No.: 16961-82-4
CAS Registry Name: Hydrogen hexafluorosilicate




The title of the enclosed report is:

Toxicology Lab Report T-1731
The following is a summary of the adverse effects observed in this report.

The oral LD50 was 430 mg/kg and thus, the compound would be
classified as moderately toxic based on EPA's criteria under Section 8(e).
Fluosilicic acid was also found to be corrosive to the skin and eyes of
rabbits. In the skin irritation test, severe erythema and edema were
observed. No evidence of reversibility was seen ia cither the skin or cye
irritation studies. The exact pH of this ckemical is not known, but the
Merc!. Index indicates that the chemical is a fairly strong acid. The
irritation results for phosphoric acid are nrot considered to meet the
reporting criteria of Section 8(e) as this chemical has a pH of less than
1.0.

RPI does not claim any portion of the information in this submission to be
TSCA confidentiai business information (TSCA CBI).

RPI has not previously submitted any TSCA Section 8(e) notices or
premanufacture notification on the subject chemical substance.

In total, RPI is submitting three copies of the enclosed report and this cover
letter: an original and two copies.

Further questions regarding this submission may be directed to Dr. Glenn S.
Simon, Direcior of Toxicology at (919)549-2222 (Rhéne-FPoulenc. P.O. Box
12014, 2 T.W. Alexander Drive, Research Triangle Park, NC 27709).

Sincerely,

(Al S )%, ﬁ

Charles E. Moyer, Jr., Ph.D.
Director, Product Safety
(609)860-3589

CEMjr/mm
Enclosures
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CONFIDENTIAL

STAUFFER CHEMICAL COMPANY

WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT T-1731 July 21, 1971

FLUOSILICIC ACID AND WET PHOSPHORIC ACID 0-70-0

I. OBJECTIVE

! I To evaluate the acute oral toxicity and the skin and
eye irritation properties of FLUOCGSILICIC ACID,

e To evaluate the skin and eye irritation properties of
wet phosphoric acid.

II. MATERIALS

1. FLUOSLILICIC ACID. 23% approx. received from the
1415 South 47th Street, Richmond Plant on April 22, 1971.

s Wet PHOSPHORIC ACID 0-70-0. Received from the Salt Lake
City Plant May 12, 1971.

III. SUMMARY

FLUOSILICIC PHOSPHORIC

8.0% 8.0%%
corrosive corrosive

1. Skin irritation
index and
classification

Eye irritation corrosive corrosive
classification

Acute oral LD, 430(295-626)

female rats, mg/kg

*A modified Draize dermal of one hour exposure indicated
the material is primary irritant.

**Because of perforations of the abdominal walls of all
test rabbits, observations were made 24 hours after
treatment. A one hour exposure also indicated the
material was corrosive.




PROCEDURES CONFIDENTIAL

A. Skin Irritation Indey». Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evalutaing hazardous substances. Th: test procedire is designed
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, +to edema formation and ve. :>u-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

B. Acute Eve Irritation

The procedure employed is in accordance with the test for eye
irritants outlined in the Code of rederal Regulaticns (Part 191.12,
Chap. 1, Title 21) for evaluating hazardous substances.

Six New Zealand rabbits in the 1.6-2.1 Xg weight range were
used as the test animals. Ten mg or 0.1 ml of the test material
was placed in one eye of eacli animal by gently pulling the lover
lid away from the eyeball to form a cup into which the test
material is dropped. The lids were gently held together for one
second and the animal released. The other eye, remaining untreated,
served as the control. The eyes were observed at 24, 48 and 72
hours following treatment and scored for irritation properties.

Eye irritation was determined according to the method outlined
in the "Iilustrated Guide for Grading Eye Irritation by Hazardous
Substances." A total score of 110 is possible. A non-irritant
must have a score of 10 or less. If, at the end of 72 hours ocular
damage appea:cs tc be remissible (reversible), the animal is cbserved
for an additional 4-7 days before final scoring is possible.

e Acute Rat Oral

Sprague Dawley albino white rats in the 200 gram weigl™
range were used in the study. The material was administered in
water in single doses to fasted rats by means of a stcmach tube.
Five animals were used for each dose level. Test animals were
fasted for 24 hours prior to treatment. The animals were observed
14 days for mortalities and signs of toxicity. The mortalities
and survivors of the highest test level were autopsied for gross
pathological observation after the 14 day period.




CONFIDENTIAL

RESULTS

A. Skin Irritation, Draize Dermals

See charts on page 4.

B. Eye Irritation, Rabbits

1. FLUOSILICIC ACID -- produced severe and permanent
corneal opacitv with scar tissue.

2. WET PHOSPHORIC ACID -- produced total destruction of
the entire eye structure and all surrounding tissues,

e Acute Oral, Female Rats

FLUOSILICIC ACID

) Mortality: X Dose Level, ma/kg

215 464 1,000 2,150
0/5 3/5 5/5 5/5

2 Signs of Toxicity:

No apparent signs of toxicity were observed at the
215 mg/kg dose level. Higher dose levels produced acute depression.

3. Gross Patholoay

The animals of the 215 mg/kg dose level appeared
grossly normal when necropsied 14 days after treatment. Mortalities
exhibited massive areas of hemorrhage of the entire g.istrointestinal
tract.

Work done by: A. Hall
J. Saylor
C. Bullock

submitted by_ CeX. Bk

C. H. Bullock

Ap.proved by 3’ X. KGMM'QL

F. X, Kamienskjs
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1. FLUOSILICIC ACID . RARBIT NO. MUNTIDLANTIA

XPOS .- s 4M 6M 20F | 23F | 24F
Time Hrs. |[ERVTHEM] |Scere Score |Score |Scorel Scorel Means

e

I
24 Intact 4 4 4 4 4

4

72 Intact 4 4 4 4 4

24 Abraded 4 4

72 Abraded 4 4

E_EMA

Intact

4
Tntact 4 4 B
4

2brz=cdad 4

Abrzcead 4 4

SUBTOTAL

TOTAL SCORE

(TOTAL /4) PRIM. IRIT. INDEX

CORROSIVE

2. PHOSPHORIC ACID RABBIT NO.

EXPOS . 17M | 18M 3M 35F | 36F
Time Hrs. |[ERVTE=MA [ScorelScore 'Score IScore |Score Means

24 Intact 4 4

Ld Intact

24 Abraded

72 Abraded

EDEMA

Intact

Intact

Abraded

Abrzaded

SUBTOTAL

TOTAL SCORE

(TOTAL /4) PRiM. IRIT. INDEX

CORROSIVE
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APPENDIX A

DESCRIPTION CF THE DRAIZE DERMAL SKIM

The Draize dermal method of tasting primary
irritant substaznces is described in the C-rde of

Federal Regulations un

the Federal Hazardous

Substances Labeling Act, Part 191.1l1, Chapter 1,

Title 21 as follows:

Primary irritation to the skin is meas-
ured by a patch-test technique on the
ebraded and intact skin of the albino
rabbit, clipped free of hair. A minimum
o. six subjects are used in abraded and
intact skin tests. Introduce under a
square patch such as surgical gauze
measuring 1 inch x 1 inch, two single
layers thick. 0.5 milliliter «in case of
liquids) or 0.5 gram (in the case of
solids and semisolids) of the test sub-
stance. Dissolve solids in an appropri-
ale solvent and apply the solution a4 for
liguids. The animals are immobilized
witr. patches secured in place by &d-
hesive tape. The entire trunk of the
anima! is then wrappud with an imper-
vious material such as rubberized cloth
for the 24-hour period of exposure.
This material aids in maintaining the
test patches in position and retards the
evaporation of |volatile substances.
After 24 hours of cxposure, the patchas
are removed and the resulting reactions
are evaluated on the basis of the desig-
nated values in the following tabie:

Evaluation of skin reactions Value!
Erythema nnd eschar formation:
Al s g T " 1]
Very slight erytlierma (barely percep-
UHBIR) v cncsscsscansccanncnsans 1
Well-deficed erythema...... o 8 2
Moderate to ;evere erythema.... .. ... 3

Savere erytaema (beet redness) to
slight eschar formation (injuries in

GEPAR) o ncrvrrrr s s n s e r s L]
Edema formation:
RO dilAR. . . cciionasssssasasauns sunn o

Very slight edera (barely perceptible). 1
Sligh* edemns (edges of ares well de-

fined .by defnite ralsing).-cca-. «u- 2
Modernte edema (ralsed approxilmately
1 mlllmeter) .cccccammcccncnnncns 3

Severe edema (raised more than 1
millimeter and extending beyond the
Area Of EXPOSUre) cccccccvcnansnnans 4

.

* The “valua®™ recorded for each rsading is
the average value of the six or Jore animals
subject to the test,

Compounds producing combined averages (primary irritation
indexes) of 2 or less are onlv mildly irritating; whereas
those with indexes from 2 ft«
and those with scores above

primary irritants.

Readings are again made 2zt the2snd of a
total of 72 hours (48 hours after the first
reading). An equal number of expo-
sures are made on areas of skin that have
been prev susly abraded. The nbrasions
are miror incisions through the stratum
corneum, but not sufficiently deep to dis-
turb the derma or to produce bleeding.
Evaluate the reactions c1 the abraced
skin at 24 hours and 72 hows, as de-
scribed in this parag.aph. Ada the
values fo- erythema and Eschar forma-
tion at ?¢ hours 2nd at 72 hours for
intact sk 12 the values on abraded skin
at 24 hours and 2t 72 hours (four values).
Similarly, add the values for edema
formation at 24 hours aud =t 72 hours for
intact and abraced skzin (four values).
The total of the eight values Is divided by
four to give Lhe primary irritation score.
Example:

i )
Exposar: | Exposure
Ume uzit

Erythems end eschar lormatiou: Houra Velue
P70 B 3T A —— 4 1
| < S S Ry s 1
PR YT B o [ T — " 1
| 1 VIS SRR ST 7 1
Babtolal.: . L]

Edemaz lormatiro:

IntAtt SKil. . coocsvent consmunanaa M L]
Do 2 1
M 1
n 2
F=1 T T —— — ‘
|m— ==
T " [—— n

Primary (-ritatio. core i3 12+4=)

are moderate irritants,
re considered severe o

IRRITATION TEST



MODIFisD CONFIDENTIAL

DERMAL TOXICITY A Abb,T

Operatcr JS, AH, CB Starting Dateéf/{’y P Nm?’/??/"é

Compound (}:?gz W/ﬁ Z,g{/" 70 O/d

Cencentration A'S  pEcei 1D ( NEAT) Dosage 0. 5¢¢ o, 5
PER PATCAH

Solvent -iQuiDS AEAT /504’- DS ‘-ﬂonTI'Vta WwiTH Ha @ pH

Experimental Design__ /2 /. /! rocliFied  For / Fo v r ExroSucE

PER For e J Oar  fAsE AN San L A S REY PHo.sR EXPoL

RABBIT NO
Rat}ﬂaody Time [Expos. 77 /i % ?5’ -_'-f_i {

Wt.Kc.Dssed Time Hrs. ERYTHEMA |S&ore|Score [Score [Score |IScorel 3core| Means

Intact | %;( ‘('{‘7‘/%%/
| /

Intact Y L [P
Abraded ) gy’ ;ji/é/
Atraded o
SUBTOTAL
EDEMA ' R\ r L
= O { A
Inta-t 4y N7 4 ¢, i ( # >
Intact :’
B 3 V 3 : /
Abraded L (¢ - /
732 Abraded
SUBTOTAL
TOTAL SCORE
(TOTAL /&) PRIM. IRIT. INDEX
|

THiS TEST ¥ dESiGae 7o AETE R A~ NVE
SHor T ExpoSure CaRRo S, UE QuAal,TY S . DoE S
Ao T WECESS AR Ly CoRARELA TE Wi TH gt 2 £
JAJDFX,

co.,.[jbapg ol camim o wers
QQJWM‘A)"MW

2%0“ )




CONFIDENTIAL

A
DERMAL TOXICITY

» Starting Dat/ené’f/sl: 7/ S P N07:/73/i/

Cumpound {;}2’3

Ccncentration

Solvent %722 =

Experimgental Design
Q{{ﬂf »

RABBIT NO.

EXpOoSs . | 7] 1 i& B
Time Hrs. |ERYTHEMA > Score |Score

24 Intact

72 Intact

24 Abraded

72 Abraded

"EDEMA

Intact

Intact

Abraded

Abraded

SUBTOTAL

TOTAL SCORE

(TOTAL /4) PRIM. IRIT. INDEX

O ol Laero_ %wpgauco

‘)\I\.{P-ué HAue_ 15 0 Szuw_) COHLGL R
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T/?_?/ 2 Stauffcr Chemical Co=zpar

Western Resca rch Center

m ?5" 6‘2&7 ' Toéicology Sectio‘n

ACUTE ORAL SHEET

vate_(b—(7-7/ ” CONF\DENT\P\L

Material i %Mézr %«5{'/ Batch #

Dose ..2/‘3//)94,(//2"47

e | | |
Concentraticn 20)( 5 222'_’ ?‘_/_‘;zf - o % ( /‘7{.:16

Factor /Og
Rat Noa . __/ _,:Bod\ Weight (g) Total Dose (ml) Ti
1 i 2 i 0!226 ﬁ
2 { Zlo - e (‘?
3 [%35 SO W,
: 4 Vid : o240 |
3 M 0. &

Observations:

(-17 3% O/Qéz/ %JM/ .

ez ot Sae 9 Thomg”




' »
9 = Stauffer Chemical Compar
T’/ 7"" /_Q Western &esearch Center
" Toxicology Section

ACUTE ORAl, SHEET -f@

-Dace G-/~ 2/

s d ol CONFIDENTIAL
Material s (= Batch #
Dose (/Q «1 Z:?_’. Z?

Concentratxon,?(qo/»_ysf/ / 8 % ( Ha
Factor 2. ?‘2
Rat NO. / I_;./{,-Bb}l) Weight (g) Total Dose (ml) Ti
g * Y] - G s
2 :’:(ﬁ Ao . Oqu‘ i
3 ;CO R OI Vé
4 (&] | G, 57 ';.
‘s 2% 490 2%

Observations:
G- '3’5 o< ;éz-/ zaé/ﬁ’i satrr?: Qg ()l
/{éz:@ Wﬁf@w';g 6?._22 e
617 9_‘:’5 3/4 - Horwez .
/ e g A /ot e/ ;ﬂ&- g '77@’7711_’@-/ s




Stauffcr Chemical Compan:

T’/73/’ 2 Western Rescarch Center
; " Toxicology Section

ACUTE ORAL SHEET $’

" CONFIDENTIAL
Date L -/7-7/ 4

Material ?,{{«M%c@, @{ﬁ"‘/ Patch #
Dose /Omﬂ_ﬁ/ﬁ . : :
Concentration {SZW;M/,.”M/; . Qo Hac
Factor § < j 3

Rat No.. Body Weight (g) Total Dose (ml) Ti
- | ol 7

LS : [f

‘QQ@ = | {;"/“ ‘

200, - (.0 -

220 L/ 2z

L R R N

Observations:

¢c-17 ff:{ 75’66/@;@/ ”ﬁ’é@;f, / 7 072,




MODI FiED | CONFIDENTIAL

DERMAL TOXICITY KRAbb, T

Operatecr JS, AW, C8 Starting pate 63/5’7/ T No. 7—:/73/'32

Ccncentration AS RECEIVED ( MWEAT) __ Dosage O.5¢¢ or,5
PERX PATCH

I
Solvent LiQuidSs ~AEAT /Er:u’.n)_f ro/JTENEL WITH Had  py

Experimental Design_ /2 /. /! rocliFied For / MHa EXrOSURE S,

PER For ~m e J o  fAaArmeEe ANjrnal : T SdowR EXpoun

EXpPOS .
Time Hrs. |ERYTHEMA

=) / 25 Intact

-

Intact

Abraded o

Abraded : L/

|7
2- : ] 3%
Intact '3 /2/.33

intact 2 /o GE

-~

. o<
Abraded 2/§ 33
Abraded _-s. 235
SUBTOTAL 13

EDEMA

TOTAL SCORE a/

(TOTAL /) PRIM. IRIT. INDEX b, /[

I

THiS TEST 3 a3 dESiGae T o AETE R A~/ VE

SrorT ExXpoSurE CoRRo S, VE RuAal;Ty S - DoE s

AMoT WECESS AR Ly CorRRELA T WITH a5 2 £
Jvoex, e
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DERMAL mxxcx'w_‘@%

Starting ate_é’*/{'7/ T No. 7_/73/-.2
Compound _ #.m
Ccncentration /
; . 7.

Solvent ‘WW

Experimental Design 'S [ g &

of Xt L 4

I

U
0
(o}
H
m

ERYTHEMA

Intact

Intact

Abraded

Abraded

g
3
s

'EDEMA ,

Intact

Intact

Abraded

RICHR FRe<rg

Abraded

k. 4
SUBTOTAL

TOTAL SCORE J°

(TOTAL /4) PRIM. IRIT. INDEX ‘y

Conrgyi e
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' L
_ CONFIDENTIA
EYE mx:cxw_%z - No.7:{7a§'/-/
Da é,éfz- Rabbit No.
_CompOund

" -
- A
Concentiation/#d '’ . Dosaqe(}/f?fz»{/
501vent_:%252,

P PH
- -
Experimental Design ; G %ﬁ,
| 7

Body | Time |[Time Cornea l Iris Conjunctivae
Wt. Kol Dosed|Obs.Hr.| OpaclArea rit IScore |FErylEd.IDis ISc.

2] 221

-

2% | Betd Vs borcirseer




Operator

Compound

CONF!DENTIAL _
EYE TOXICITY. eoNFtDEd\l'ﬁm"-73/ -/

Starting Date_ " Rabbit No.

Concentration

Solvent

Experimental Design

[
Body | Time

Cornea Conijunctivae Tot.

Wt gl Doged lobs Hr L OoaclAzea K[ | ExyvEd.IDisisc!!

2310 2%

orre
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EYE TOXICITY

T No. /- 23/32

Operatc g:gg % Starting pate (—/% -7/ Rabbit No.

Compound M

éoncentrat ion [ Dosageal':ff-b/
SolventJM

Experimental Design 0: /mimyzﬁé{ﬂ _‘%‘%{JQ

-D:::Body Time [Time Cornea Iris fonmnct:.va:: Tot.

. Wt-Ks’._%‘ﬁiwmmwm ExviEd.DislScesccre
Vs\lam 2

. A€ 121419l (|5 | 2|23/ CF
7%;1 j’éi: 214 2l /15 I3BISISt &5
N2 27| 2 (1s [=Is1F

3 -~ 1zlelt




CONFIDENTIAL ‘
EYE TOXICITY T No.T—l_?S/-\,z

Operator Starting Date 1 Rabbit MNo.

Compound

Concentration

Solvent

Experimental Design

LSS e T

Body cCornea l Iris junctivae
Wt. Ko OpaclArea |Score |IritlScore rv IEAd.IDis ISc.!

=

GMM_L'&/’Z
// 2/
/ 7/
4
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